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Abstract

Objective : This study aims to provide fundamental data for new directions(the improvement directions) from
searching research papers of randomized controlled trials among thesis of Atopic Dermatitis related to oriental
medicine in Korea from 2004 to 2014 and identifying the problem and level of a clinical study through an
assessment of the quality, CONSORT statement.

Methods @ Data was collected through the Koreanstudies Information Service System(KISS). Two experts in
Oriental Medicine reviewed the title and abstract in thesis, the results of searching the title, “Atopic dermatitis “
and topic, ‘oriental medicine “ at KISS, and then they handsearched Randomized Controlled Trials related to
oriental medicine in Korea. According to guidelines defined by CONSORT statement, they assessed whether 37
items were followed by guidelines at yes or no answers in order to evaluate the quality as well. They assessed
the definition of each item independently. After comparing, they made a decision on the item of different
outcomes through an agreement with a third party.

Results : Total number of randomized controlled trials in Atopic Dermatitis related to oriental medicine is eleven,
A randomized controlled trial was first published in 2007. One or two papers associated it were released every
year except 2013. 9 papers of them were approved by Institutional Review Board and were received written
consent. The study included between 20 to 40 subjects for 2-arm parallel study design. The effect of treatment was
observed for 4 to 8 weeks, On average, the number followed guidelines was 18.64 among those of 37 CONSORT
statement and 50.38% of them was followed overall.

© 2014 the Society of Korean Medicine Ophthalmology & Otolaryngology & Dermatology

This is an Open Access journal distributed under the terms of the Creative Commons Attribution Non-Commercial License
(http://creativecommons org/license/by-nc/3.0/) which permits unrestricted non-commercial use, distribution, and reproduction in any
medium, provided the original work is propetly cited.
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Conclusion : As an interest about randomized controlled trials was increased, it was needed to care the standard

providing information of CONSORT statement on randomized controlled trials related to oriental medicine in

Korea, It is suggested to provide more clear information about it, so that it can be a motive for improving quality

of the journal in oriental medicine

Key words : Atopic Dermatitis; Randomized Controlled Trials; CONSORT statement
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Table 1. CONSORT 2010 Checklist of Informetion to Include When Reporting a RCTs

Section

No

ChecKlist item

Title and abstract

la

1b

Identification as a randomised trial in the title

Structured summary of trial design, methods, results, and conclusions (for specific
guidance see CONSORT for abstracts)

Background 2a  Scientific background and explanation of rationale
and objectives 2} Specific objectives or hypotheses
3a  Description of trial design (such as parallel, factorial) including allocation ratio
Trial design 3h Important changes to methods after trial commencement (such as eligibility criteria),
with reasons
4a  Eligibility criteria for participants
Participants
4b  Settings and locations where the data were collected
, . The interventions for each group with sufficient details to allow replication, including
Interventions 5 L
how and when they were actually administered
6a Completely defined pre-specified primary and secondary outcome measures, including
Outcomes how and when they were assessed
6b  Any changes to trial outcomes after the trial commenced, with reasons
7a  How sample size was determined
Sample size
7b  When applicable, explanation of any interim analyses and stopping guidelines
Sequence 8a Method used to generate the random allocation sequence
generation 8b Type of randomization ; details of any restriction (such as blocking and block  size)
Allocation Mechanism used to implement the random allocation sequence (such as sequentially
concealment 9 numbered containers), describing any steps taken to conceal the sequence until
mechanism interventions were assigned
. Who generated the random allocation sequence, who enrolled participants, and who
Implementation 10 . . . .
assigned participants to interventions
1a If done, who was blinded after assignment to interventions (for example, participants,
Blinding care providers, those assessing outcomes) and how
11b If relevant, description of the similarity of interventions
Statistical 12a  Statistical methods used to compare groups for primary and secondary outcomes
methods 12b  Methods for additional analyses, such as subgroup analyses and adjusted analyse
13 For each group, the numbers of participants who were randomly assigned, received
Participant flow intended treatment, and were analysed for the primary outcome
13b For each group, losses and exclusions after randomization, together with reasons
14a Dates defining the periods of recruitment and follow-up
Recruitment
14b Why the trial ended or was stopped
Baseline data 15 A table showing baseline demographic and clinical characteristics for each group
Numbers For each group, number of participants (denominator) included in each analysis and
16 . . .
analysed whether the analysis was by original assigned groups
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Section No Checklist item
17a For each primary and secondary outcome, results for each group, and the estimated
Outcomes and effect size and its precision (such as 95% confidence interval)
estimation T For binary outcomes, presentation of both absolute and relative effect sizes is
recommended
Ancillary analyses 18 Results of any o'th(?r analyses p'erformed, including subgroup analyses and adjusted
analyses, distinguishing pre-specified from exploratory
Harms 19  All important harms or unintended effects in each group
N Trial limitations, addressing sources of potential bias, imprecision, and, if relevant,
Limitations 20 e
multiplicity of analyses
Generalisability =~ 21  Generalisability (external validity, applicability) of the trial findings
. Interpretation consistent with results, balancing benefits and harms, and considering
Interpretation 22 .
other  relevant evidence
Registration 23 Registration number and name of trial registry
Protocol 24 Where the full trial protocol can be accessed, if available
Funding 25 Sources of funding and other support (such as supply of drugs), role of funders

Paper identified from search
Title ‘Atopic Dermatitis & Topic  ‘Oriental Medicine
OASIS(n=106), KISTI(n=84), RISS(n=83)

- Excluded after screening of title and

abstracts (n=246)

Clinical study evaluated in detail (n=27)

Excluded (n=16)

Y

- Duplicate paper (n=12)
- Non paper (n=4)

DATA Entry and analysis (n=11)

Fig. 1. Flow diagram of the study
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Table 2. The Conditions of IRB Approval and Obtaining

Informed Consents
IRB Approval Informed Consents
Yes(%) No(%) Yes(%) No(%)
9(81.8%) 2(18.2%) 11(100%) -
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Table 3. Characteristics of RCTs

Bl 9] 291 ¢ ofiex] 3} AP P = A Wt

Characteristics N(©%)
Study designs
2-arm parallel study design 11(100%)
No. of patients
20 - 30 3(27.3%)
31 - 40 7(63.6%)
41 < 109.1%)
Duration
2 weeks 109.1%)
4 weeks 7(63.6%)
6 weeks 109.1%)
8 weeks 2(18.2%)
Intervention
External application 8(72.7%)
Drug 2(18.2%)
others 109.1%)
Outcome measure
Blood Test 8(72.7%)
Image analysis of Lesion 6(54.5%)
Machinery evaluation 7(63.6%)
Other survey index 3(27.3%)
Qulity of Life 3(27.3%)
SCORAD Index 11(100%)
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Table 4. Assessment of CONSORT Statement Checklist in Included RCTs

Section Topic Item No, N(%)
Title and abstract Title la 2(18.2%)
Abstract 1b 10(90.9%)
Introduction Background and objectives 2a 11(100%)
2b 10(90.9%)
Methods Trial design 3a 109.1%)
3b 0
Participants 4a 11(100%)
4b 11(100%)
Intervention 5 11(100%)
Outcomes 6a 11(100%)
6b 0
Sample size 7a 2(18.2%)
7b 0
Sequence generation 8a 5(45.5%)
8b 0
Allocation concealment mechanism 9 109.1%)
Implementation 10 109.1%)
Blinding 11a 11(100%)
11b 10(90.9%)
Statistical methods 12a 11(100%)
12b 0
Results Participants flow 13a 11(100%)
13b 10(90.9%)
Recruitment 14a 10(90.9%)
14b 0
Baseline data 15 11(100%)
Number analysed 16 11(100%)
Outcomes and estimation 17a 11(100%)
17b 0
Ancillary analyses 18 0
Harms 19 5(45.5%)
Discussion Limitations 20 2(18.2%)
Generalisability 21 0
Interpretation 22 6(54.5%)
Other information Registration 23 0
Protocol 24 0
Funding 25 9(81.8%)
CONSORT score (mean=+SD,%) 18.64%1.63(50.38%)
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